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y'i^^^^^iP''^^ MAILING DATE of this communication appears on th9 cover ahoet with the correspondence address 
' Periods 

.iii^^iA-^SHORTENED STATUTORYPERIOD FOR REPLY IS SET TO EXPIRE 2 MONTH(S) FROM . 
->.:THE MAILING. DATE':GF THIS ;C6^ 

\ • ; Extenilorw of time may be avallabta undar tha provWorit of 37 CFR 1 , 136(a). tn no event, however, may a reply be timely filed 
r ir-i : ^. aflepSIX (6) MONTHS from the maDlnfl itate of thta communloatlon. 

. , - If ttie period tor reply apeolfled otwve la loaa than thirty (30) daya. a reply within the statutory minimum of thirty (30) days will he oonttdered timely. . ' 

. - -If NO period for reply to apeHOtfled above, the nwdmum statutory period wfll apply and will expire SIX («) MONTHS from the mailing data of this communication. 
Failure tq reply vylthln the sat or extended period for reply will, by statute, eauaia the application to become M^DONED (36 U.8.C. § 133). 
. .'■ Any reply received by, the Ofnce later Ihan'three months after the mallbg date of this communication, even If timely filed, may reduce any 
• Mmed p^r^ temi adjustment's^ 

1)13 Responsive to communicatlon(s) filed on 15 October 2002 . 

2a)[S This action is FINAL. 2b)n This action Is non-final. 

3)G Since this application Is in condition for allowance except for fomnat matters, prosecution as to the nnerits is 
- . closed In accordance with the practice under Ex parte Quayle; 1 935 CD. 1 1 , 453 O.G. 213-' 
Disposition bf Claims ^ ^ 

■ 4)1^/Claim(8) 1-25 is/are pending In the application. 

; is/are withdrawn from consideration. 

ufl|§)E^fpi^ is/are allowed. ■* 

• ^*^6)S|ciak^ 

. - Kr7)\n :Cl^rT>(^ ' is/arfe objected to. . - . 

8) lj Clalm(s) ' - are subject to restriction and/or election requirement. 
Appliqatibn Papers - . 

9) CH'he specification is objected to by the Examiner. _ 

1 0)P f he,drawing(s) filed on ' - is/are; a)n accepted or b)[3 objected to by the Examiner, 
a.^- - '-v^U^f ^Appflcan^ request that any objisctionjo the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

a:£^.-'y/iiAr?^in!k0|pj^pp5e^^ correction filed on is: a)n approved b)P disapproved by the Examiner. 

approved, J cpni^pted. drawings are required In reply to this Office action. 
;;H;t<1!2)[3 (the oa^ or declaration Is objected to by the Examiner, 
^Priority under 35 UjS.C, §§ 119 ahd 120 

1 Acicnowiedgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)nAII b)n Some* 0)0 None of: 

1 tP Certified copies of the priority documents have been received. 
J^^M^fl^lSliS v'^®'^'^®^ copies of tlife priority documents have been received in Application No, • , 



Pf3|[i]|i0pples pf^^^ of the priority documents have biaen received in this National Stage ■ > 

*:f for a list of the certified copies not received. 

14) CI1 Ackriovyledgrifient is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application). 

a) □ the translation of the foreign language provisional application has been received. 

1 5) [Z]^bteri^W!edoS!rie^^ for domestic priority under 35 U.s;c;, §§ 120 and^r 121 . , ; ' • > 

^ 4) n Interview Summary (PTO-41 3) Paper No(8). . 

2) n Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) 13 Information Disclosure Slatement(s) (PTO-1 449) Paper No(s) 12 . 6) □ Other: 
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W; DETAILED ACTION 

I Receipt is acknowledged of applicants' Amendment filed on October 15, 2002 

W^^^ ■ ^:>and ;lf)fprmatipn Disclosure Statement filed on November 4, 2002. 
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Ciaim Rejections ' 36 use § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 




teli^l^SS^ Invention was made to a person having ordinary skiit In the art to which said subject matter pertains 
^0y--'n^^)^i^}^y^''- Patentability shaii ndt be negatived by the manner In which the;inventlon was made. 

^^^gSll^jvxi.^^^ forth in Graham v. John Deere Co,, 383 U.S. 1, 148 

ri:.^ ' ; USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35^^^ are summarized as follows: . 



5^^^^^^^^-'^- -tDetermm 
^^^^p^:('^-2; • Aiscertair 



^ Determiniha the scope and contents of the prior.art. 
Aiscertainirvg the differences between the prior art and the claims at issue 

^K?|Sv>^ • ' 4.. Considering objective evidence present in the application Indicating 

Claims 1-25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
. Gorsek (US 6103756) alone or in view of Newsome, D. A., Oral Zinc in Macular • 
Degeneration, Arch. Ophthalmol., Vol. 106, February 1988, pp. 192-198. 

-vitamin C, vitamin A, vitamin E, zinc and copper (Col. 1, line 50 - Col. 4, line 18). It 

■ liV^^i!^^^^ °^ ^"'^ ^'P*^^ ''P°''^ ^'^^^ (Col- 2, line 30 - Col. 3, 

^^^ffl^^^Vl^mih^is present in the fomiulation in amounts of 1 00 to 6000 mg (Col. 1 . 

.^^l^iil"[?f B^^i in the formulation in ambuntis of 1 00 tb;2000 lU (Col, ■ 
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^1, line 50-67). Vl^amjn A Is present in the formulation in amounts of 100 to 20000 lU 

lac: ,; , .:J!^°^:]{^^'^^^'^ ^ P'®*®"* fomiulation is amounts of 25 mg (Col. 2. fine 
^^^^oi:;3V|ine:iO). Copper is present in the formulation is amounts of 1 mg (Col. 2, 

^|^|i|^^a#coi;.3,;Mm^^^^^ 

' . for vitamin C. vitamin A, vitamin E and copper. Gorsek does teach that the amounts 
can be modified or changed to provide a unique desired product, which falls within the 

M^^ggdo^s jo^^expressly teach thatihe amc^hts^of-zinc-presehtarB 4,i67.tir^^^ 

The Newsomearticle teaches that administering 5.3 times the RDA for zinc to 
*f^?Jl!T'a9ular'degen^^^ 



^^^^iV^ll^^he^referencedoesnot^t^^^ ■ 

^m^^mis^^^ art unless there is^vidence indicating such concentration or 

:-tp^ur^te;6r!«^ 

r J:::M¥m4^ r^cA in^erm,& to discover tha optimum or workable ranges by routine 
experimentation. //"■e >»//ef, 220 F.2d 454. 105 USPQ 233. 235 (CCPA 1955). 
, ; !"^^^ "'^^e, it would have been obvious to a person of 

^•;.:.!i:5^^SSlH**^^^^^ is the recited amounts in the instant ' 
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^■ One of ordinary skill in the art would have been motivated to do this to provide a 

formiilation that helps to protect the and neutralize free radicals that may damage vision 

^^^^^^^|fe:|herefore,^^^^ as a whole would have been prima facie pbvious to one 

' ' : Claims 1-25 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
LaHaye et al. (US 5075116) in view of Gorsek further in view of Newsome. 

LaHaye teaches a formulation for treating macular degeneration comprising 

-r;:"'; ;:y^^^ amounts up to 2g (Col. 4, line 58 - Col. 5, line 21). Vitamin E is 

present In the formulation in amounts up to 600 lU (Col.. 5, lines 22-44). Zinc is present 
^^^^M^t^i!y|app^^ 1 00 mg (Col. 5, line 46 - Col. 6, lipe 22). Copper is 
i^Sftil?f^ (Col. 6. lines 24-54).: Vitamin A is also Included in the 

^^:g^5^|fdf;mulatto^^ . ;. . , ; 

S'^"^ : - ■ ^, LaHaye does not isxpressly teach the amounts recited in the instant claims for 
vitamin A/. LaHaye further does not teach the incorporation of lutein, 



material combination, alpha-llpoic acid, phenolic compounds, or 

anthocyanosides. 

As stated above, Gorsek teaches Vitamin A is present in a composition for 
rtreatipg^pnacM 

iy^^'^^li^^ inclusion of lutein and alpha lipoic acid (CoL 2, line 

' - ■ ■ " • ■ ■ 
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fSii^St "^^""^^ can .be present in a formulation 

■ treating macular degenerationis amount of about 5 times the RDA of zinc. 

Again, while the reference does not teach the complete concentration range, 
differences in concentration will not support the patentability of subject matter 
encompassed by the prior art unless there is. evidence indicating such concentration or 
iK^l^perature is critical. Where the general conditions of a claim are disclosed in the 
^yi^S'^^'V *pribr art. it is not inventive to discover the optimum or wori<able ranges by routine 
experimentation. InreAller. 220 F.2d 454, 105 USPQ 233, 235 (CCPA 1955). 

, .... . ^'""^ '"^«"«on was made, it would have been obvious to a person of 

^'^^^.l^i^ini^lkiiriri the art^^^ prepare a formulation for treating macular degeneration 

comprising vitamins A. E. C, zinc and copper as well as lutein and alpha-lipoic acid in 
the amounts recited in the instant claims. Both Gorsek and LaHaye teach that vitamins 
A, E, C, zinc and copper are known to be incorporated into formulations treating 
macular degeneration. Both teach ranges for the concentration of each ingredient. 
Newsome teaches the proper range for the inclusion of zinc. All formulations treat 
macular degeneration. 

One of ordinary skill in the art would have been motivated to do this to provide a 
formulation for scavenging free radicals and other oxidants associated with eye disease. 

Therefore, the invention as a whole would have been prima facie obvious to one 
of ordinary skill in the art at the time.the invention was made. 
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Response to Arguments 
Applicant's arguments filed October 15, 2002 have been fully considered but,they 



■^P'''^"*^ ^""Q^® ^^^^ prior art does not teach the exact 
fe^;i|^v f^'^^*'^^^ individual components of the instant composition. . 

f • The prior art references all teach formulations for treating macular degeneration. 

The references also teach compositions comprising each of the components recited in 
the instant claims. The references also teach for almost all of the components a 
concentration range that at least overlaps if not encompasses the ranges of the instant 
claims. Applicants have failed to show any criticality in the combination of the individual 
components or their specific concentration ranges. Any difference is a matter of degree 
and not of l<ind. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period; then the 

P®"'®*" ®^P'^® °" tlate the advisory action is mailed, and any 
|||P|e^^nsionffee'p^^ 37 CFR 1.136(a) will be calculated from the mailing date of . 
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^^H^S^^^cl^'soiry action. In no event, however, will the statutory period for reply expire later 
;; ;:than;8IX MONTHS from the date of this final action. 



Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert M. Joynes whose telephone number is (703) 
308-8869. The examiner can normally be reached on Monday through Friday 8:30 - 

^#|pr;l^6:00:^'; . " . ■ . 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (703) 308-2927. The fax phone 
^If^fif!^^ for the organization where this application or proceeding is assigned are (703) 
i,.: -r}^^ communications and (703) 305-3592 for After Final 

'l;"^* • communications.- 

Any inquiry of a general nature or relating to the status of this application or 
i^C*. w^^ iE'i^®^*'^^ ^'^ *° receptionist whose telephone number is (703) 308- 



Robert M. Joynes 
Patent Examiner 

v>::Mnit^^B^5^- V ^ 
vy'^fi-i^sfriu^^ 2003 
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